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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2 The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3 Claims 1,3,4,6,10-14 are rejected under 35 U.S.C. 1 03(a) as being 

unpatentable over U.S. Patent No. 5,766,188 to Igaki in view of U.S. Patent 6,984,242 

to Campbell et al. in view of Vivian Hoxbro. 

With respect to claim 1 , a comparison of the recited process with the prior 
art process does not serve to resolve the issue concerning patentability of the 
product. In re Fessman, 489 F2d 742 180 U.S.P.Q 324 (CCPA 1974). Whether a 
product is patentable depends on whether it is known in the art or it is obvious, 
and is not governed by whether the process by which is made is patentable. In re 
Klug, 333 F2d 905, 142 U.S.P.Q. 161 (CCPA) 1964. In an ex parte case, 
product-by-process claims are not construed as being limited to the product 
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formed by the specific process recited. In re Hirao et al., 535 F2d, 190 U.S.P.Q. 
15. Therefore based on the product by process aspect of claim 1 i.e. "the tubular 
suture reinforcement material formed by...", only a tubular reinforcement 
structure with the general chain stitch and mechanism of unraveling is needed. 

As to claims 1,6, 10 Igaki discloses a tubular suture reinforcement 
material and the method of making the material by stacking two sheet-like 
materials and sewing together both ends using two stitches, and combining the 
two sheets of materials by sewing two opposite sides to create the tubular 
structure. However Igaki lacks the two chain stitches and that the thread end 
passes through loop next to the sewing end which is continuous to the thread 
end and returned to the sewing end after passing the through the loop next to the 
sewing end. Instead they disclose a normal stitch. However it is commonly 
known in the art to use a chain stitch. 

Campbell teaches using a chain stitch, where the chain stitches comprises 
a plurality of loops in which one of the loops passes through an adjacent loop in a 
direction away from a sewing end, on an open material to be able to releasably 
close it using one stitch. The stitch has each loop going through the prior loop 
just like how the chain stitch is defined in this application additionally, the ends of 
the threads have a loop next to the sewing end that does not pass through the 
loop next to the sewing end (Fig 3 a,b,). Campbell does teach in figure 4 with 
reference 54a, a mechanism to temporary secure the thread end by tucking 
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loops in beneath previous stitches and attaching a clip thereto to temporary 
secure the stitch (col. 7 II. 55-64). 

Hoxbro teaches a method of stitching where at the end of the stitch, the 
thread end is thread through a loop that does not go through another loop without 
forming a knot in order to keep the thread contained and secure but yet still allow 
it to be easily removable to either release the stitch or continue stitching (see 
basic square 1). It is known in the art of stitching to bind off the stitch and thread 
the end of the stitch through a loop at the end that wouldn't be involved with 
another loop in order to temporarily secure the stitch. It would have been obvious 
to one of ordinary skill in the art at the time of the invention to use the temporary 
locking mechanism as taught by Hoxbro with the device of Igaki in order to 
provide an alternative manner of temporarily securing the stitch to allow for safe 
packaging of the device by having the device only unravel when wanted. 

As to claim 3, with the invention of Igaki , Campbell, and Hoxbro above, 
Igaki further discloses the material of the tubular suture reinforcement material 
being made up from a biodegradable and bioabsorbable knitted, woven, 
unwoven fabric etc (col. 3, II. 1-12). 

As to claim 4, with the invention of Igaki , Campbell, and Hoxbro above, 
Igaki discloses that these materials can be stacked on top of each other with one 
of them being stretchable in order to make the tubular shape (col. 3, II. 1-12). 

As to claim 1 1 , with the invention of Igaki , Campbell, and Hoxbro above, 
Igaki further discloses the automatic suture device comprising a cartridge with 
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staples and a frame that has a staple receiving slot wherein a tubular suture 
reinforcement material for an automatic suturing device is fitted to the cartridge 
and/or frame (Fig. 5). 

As to claim 12, with the invention of Igaki , Campbell, and Hoxbro above, 
Igaki discloses the method of removing an affected part of a tissue, which could 
be a lesion from a patient by first sandwiching the tissue in the unwoven fabrics. 
The tissue is then separated by a cutter. Finally the end of the suture is pulled to 
separate the section remaining in vivo and the section removed. This leaves part 
of the material inside the body, while removing some of the material along with 
the affected part (figure 5-7, col. 3 II. 33-53). 

As to claims 13 and 14, with the invention of Igaki .Campbell, and Hoxbro 
above, Igaki discloses using this method in either a soft tissue or in a pulmonary 
tissue (col. 4, II. 53-59). 
4 Claims 2, 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 5,766,1 88 to Igaki in view of U.S. Patent 2,81 1 ,299 to Swanson in view 
of Vivian Hoxbro in further view of U.S. Patent No. 6,063,097 to Oi et al. 

As to claim 2, Igaki , Campbell, and Hoxbro teach the tubular suture 
reinforcement material above in claim 1 , but they lack the tapered end and a knot 
on the sewing end on a loop to prevent unraveling. 

Oi teaches a tubular reinforcement material having the tip part sewed in a 
tapering fashion (Fig. 7) to prevent turnup of the supporting element (col. 4 II. 45- 
48). Oi further teaches a loop on a side of the sewing end is tied to a loop 



Application/Control Number: 10/564,874 Page 6 

Art Unit: 3773 

immediately before the loop preventing a thread from unraveling (20, figure 8, 
col. 4 II. 49-50) so as to prevent separation of the unwoven fabric. It would have 
been obvious to one of ordinary skill of the art to modify the tip part of the 
material of Igaki , Campbell, and Hoxbro to be sewn in a tapered manner as 
taught by Oi in order to prevent turnup of the supporting element and make a 
knot at the sewing end in order to prevent separation of the fabric. 
5 Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 5,766,1 88 to Igaki in view of U.S. Patent 2,81 1 ,299 to Swanson in view of 
Vivian Hoxbro in further view of U.S. Patent No. 6,273,897 to Dalessandro et al. 

As to claim 5, Igaki , Campbell, and Hoxbro teach the tubular suture 
reinforcement material above in claim 1 but they lack the projections on the 
sewing portion of the reinforcement material. 

Dalessandro teaches projections on a buttress or a suture reinforcement 
material. These projections can make it easier to slide the buttress onto the 
instrument (Fig 12, 13a, 13b, col. 3, II. 50-2). This same function of using the 
projections to make it easier to slide a device on the instrument can be used with 
Igaki , Campbell, and Hoxbro in loading the suture reinforcement material onto 
the instrument. Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of the invention was made to modify tubular structure of Igaki 
with the projection of Dalessandro in order to make it easier to load the tubular 
suture reinforcement material onto the automatic suturing device. 
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Response to Arguments 

6. Applicant's arguments, see pages 5-9, filed 04/08/201 1 , with respect to the 
rejections on claims 1-6, 10-14 have been fully considered and are persuasive. The 
rejections of the claims have been withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEXANDER ORKIN whose telephone number is 
(571)270-7412. The examiner can normally be reached on Monday- Friday 7:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571)272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 



Application/Control Number: 10/564,874 Page 8 

Art Unit: 3773 

/A. O.I 

Examiner, Art Unit 3773 



/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



